termediaries did circumscribe coverage for such uses on a regional basis. This activity plus an enhanced level of interest by private payors elevated this issue again in national policy discussions.
Use beyond FDA-approved labeling in the rapidly evolving area of cancer care is a common and important practice, with estimates of the extent of such use usually in the 50% range. The timelines for publishing study results, requirements and timelines for seeking FDA approval for supplemental indications, timelines for establishing coverage policies, and impact of these events on therapeutic decisions are beyond the scope of this article. Rather, this article discusses the compendia legally recognized as authoritative sources for establishing coverage policy, including their shortcomings, and laws that can impact access to care for cancer patients.
Firstly, the mandated compendia have dwindled. The only compendium (AMA Drug Evaluations) developed directly by the practicing medical community no longer exists, and The USP-DI name will only exist through 2007. More importantly, existing compendia can be deficient in keeping pace not only with the rate of scientific publications but even with FDA approvals. As indicated in the January 28, 2005, CMS national coverage decision on agents used to treat colorectal cancers, bevacizumab (approved 11 months earlier in February 2004) was not even listed in The USP-DI. Although the compendium is working to address this issue, this fact points out the need to ensure that legally recognized compendia communicate recommendations that reflect upto-date scientific results and expert judgment.
Recognizing the challenges presented to clinical professionals in oncology, and building on the wide use of the NCCN Clinical Practice Guidelines in Oncology in setting coverage policy, the NCCN has launched the Drugs and Biologics Compendium. This compendium seeks to:
• Represent and communicate the recommendations of expert clinicians on the appropriate uses of drugs and biologics in cancer care to constituencies, including payors, who make decisions that impact patient access; • Communicate the same recommendations to decision-makers in oncology practice; • Achieve legal and regulatory recognition (federal and state) and status as a standard for the appropriate use of drugs and biologics in cancer care.
In doing so, it is important to note that:
• Recommendations in the NCCN Drugs and Biologics Compendium are derived directly from the NCCN Clinical Practice Guidelines in Oncology, widely used and recognized as the standard for clinical policy in oncology; • All categories of NCCN recommendations are deemed to represent appropriate care for patients; • The NCCN guidelines and the NCCN compendium maintain the most rapid updating in the health care industry; • The NCCN compendium focuses on the broad continuum of uses of drugs and biologics in cancer care; • The NCCN compendium is developed by thought leaders from the oncology community based on their evaluation and analysis of available scientific evidence integrated with expert clinical judgment.
In summary, as advances in pharmacotherapy and biologics therapy accelerate and proliferate, coverage policies and decisions that impact the availability of appropriate treatment to patients with serious and life-threatening illnesses must be based on timely, scientific, and authoritative analyses and recommendations. The oncology community must critically have that voice and make that contribution. The NCCN has committed itself to providing such timely, scientific, and authoritative information freely to all constituencies making these decisions. As the NCCN moves to have the Drugs and Biologics Compendium recognized by CMS as one of several mandated references for coverage determinations, we ask that you add your voice and that of your representative professional organizations to the many individuals and organizations working with the NCCN and CMS to ensure that coverage policies enable access to appropriate treatment for the patients whom we serve. (For more information or to view the Drugs and Biologics Compendium, please go to www.nccn.org.)
